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DETAILED ACTION 

Applicants response filed 06/28/2010 is acknowledged. 

Claims 1-5, 7-15, 19-31 are in the case. 

Claims 1-5, 7-15, 19-31 were examined to the extent that they read on the 
elected group of compounds. 

The elected group is limited to compounds of the formula (I) wherein R3 
and R4 are hydrogens. 

The finality of the previously office action is withdrawn. 

Response to applicants Remarks: 

Claim Rejections - 35 USC §112 

Upon further consideration, previously presented rejection under 35 USC §112 
is withdrawn. 

New Rejection: 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
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subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-5, 7-15, 19-31 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shimizu et al. (EP 0619313 A1), (reference provided by the applicant). 

Shimizu et al., teach page 2 lines 29 to page 3, line 9, page 6 line 24 to page 7 
line 3 and Example 1, compounds of the instant formula wherein R2 is lithium. 



On page 6, the preparation of the compounds is disclosed. 

in 1te above process, the compound $ can be prepared *>y wcfing ascorbic awl m feoascdrbic acid 
as with a protecting age** sweh m mathoxymtoftyl cfcfctfNfc, etooxymtofcyi eWorld©, benzyl twonftte. to«tothj4< 
»ilyi chloride dim^hyi-tort-lxjtySsjlvl entodde or toe Ste accoaSns te par «a tawwn methods to obtain 3-0- 
etoer, followed by ieaeton o1 too resulting 3-0*8tor w*h a compound of toe term** B'«Z wtereto R 1 Is as 
definsed above and Z Is tetogan chtortoe> bfomifto, oto) Tres reacto te C»ded to* in toe presence et 
an tooganic acid. Exaaptea of toe inorganic acto include alkattoe meia* hydrowdes (o-e- *««Siwn IwtawWe. 
30 poiasslum bydmxfcle. etc.}, alkaline tmtei salts (e.g.. sodium caibonale, pcrtasatem cedtoaate^ etc) and tha 
Sfco. This mGStn is canted ooi to a solvent wtocn doee not hinder too reaction. Examples of toe soh-oto 
todudo smides {eg, dtetetoytfetmemide, Wxamatoylphospbrarnid©, ate* suHosktes fag., ffonetoyi sultox- 
kte, efc,J. cycfte alters m» tewftydraturw, etc.) and the like. These solvents can be used atone or in 
combination «l the two or mt% of toem. Toe reaction temperature is about 1 to 1S hours, Tha reacSon 
35 temperature i* steal 10 to 60 ■ C, 

the lithium sail oi 2^0-afeylasctobfc acids of toe preset* kmstoxt stews tree-radical scavenging and 
anticancer actions to experiments in vitro using lipid peroxidation enzyme, pftoapteSpld hydrolase A* and 
The preparation of a lithium salt 
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OH 



(CH 2 )17 




'OH 



.OH 



0 Li 



is exemplified on page 9, Example 1 which 



discloses that by reacting lithium carbonate with substituted ascorbic acid, lithium salt 
can be made. Shimizu et al., also disclose biological property corresponding to instant 
claims 15, 19-31 limitations. 

While Shimizu et al exemplifies lithium salt; the instant base claim does not 
include lithium salts but includes other salts such as sodium or potassium salts. 

It would have been to one of skilled in the art that replacing lithium carbonate 
with other metal bases such as sodium carbonate or sodium hydroxide would provide 
corresponding sodium salt. This is because, in the above-mentioned substituted 
ascorbic acid exemplified by 



the hydrogen shown by the arrow is acidic and would react with any (metal) 
bases to make the corresponding (metal) salts. Thus the instant compounds are salts 
of many known ascorbic acid compounds except lithium salts. Different salts of the 
same acid are suggestive of one another and no secondary teaching is needed. 




,OH 



.0 



O-palamitoyl 
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Replacement of Li metal in the following Shimizu et al disclosure 




• Li 

with other metal is obvious: 
One of ordinary skill in the art would be motivated to make alternate salt forms 
prior art compounds by replacing lithium ion with other cations because it is well known 
in the art that the therapeutic and cosmetic properties (drug effects) of the compounds 
of ascorbic acid derivatives depend on the ascorbic acid portion of the formulae. 
Further it is well known that different cations allow for routine optimization of physical 
and chemical properties such as solubility, stability etc. known active ingredients. As 
such the instantly claimed compounds would have been suggested as alternate forms 
of commercially important ascorbic acid derivatives. 

Claims 1-5, 7-15, 19-31 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Strelchler et al. (US 6143906) further in view of Shimizu et al. (EP 0619313 A1). 

Strelchler et al. teach in claim 1 (column 11) ascorbic acid derivatives 
corresponding to compounds of the instant formula I wherein R3 and R4 of the instant 
case corresponds to R1 and R2 of prior art; R2 of the instant case corresponds to R3 of 
prior art; R1 of the instant case corresponds to C6 acyl group of the prior art. 
Strelchler etal. 
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discloses the nysHho*;. of sour ascorbic add 

add; m 2-O^yl.L^orbic «U; «d <M ^Udtoyl^r^ 
aS co » add asserting fc* the. ai» more <** "* 

(see affidavit filed 8/31/2010, page 16-17). 

Strelchler et al. do not teach all possibilities of the R1 variable. Strelchler et al.s 
compounds are limited to 2-sorbyl, that is C6-acyl derivatives, while the instant 
compounds are C8-C18 acyl derivatives. Strelchler et al. do not teach R1 -alkyl (that is 
2-alkoxy) compounds of the instant formula I; Shimizu et al., teach lithium salts of 
alkoxy compounds. 

The instantly claimed compounds correspond to salts of well known alkyl and 
acyl derivatives of ascorbic acid. Making salts of known acids is using different bases is 
within the skill of a laboratory technician. As discussed above, Shimizu et al., teach 
how to make lithium salt using a lithium base, namely lithium carbonate. Thus it is 
within the knowledge of a technician that sodium carbonate would make sodium salt; or 
amine base would make ammonium salt. One of ordinary skill in the art would be 
motivated to make alternate salt forms prior art compounds by replacing lithium ion with 
other cations because it is well known in the art that the therapeutic and cosmetic 
properties (drug effects) of the compounds of ascorbic acid derivatives depend on the 
ascorbic acid portion of the formulae and the knowledge that the different cations allow 
for optimization of physical and chemical properties such as solubility, stability etc. As 
such the instantly claimed compounds would have been suggested as alternate forms 
of commercially important ascorbic acid derivatives. A compound and its properties are 



Application/Control Number: 10/553,757 



Page 7 



Art Unit: 1625 

inseparable. Obviousness based on similarity of structure and functions entails 
motivation to make the claimed compound in expectation that compounds similar in 
structure will have similar properties; therefore, one of ordinary skill in the art would be 
motivated to make the claimed compounds in searching for new compounds. A strong 
case of prima facie obviousness has been established. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims'!, 2, 8, is rejected under 35 U.S.C. 102(b) as being anticipated by Roomi 



Claim Rejections - 35 USC § 102 



et al. US 6864284. 



Roomi et al. teach CAS RN# 500903-97-9 



OH 




corresponding to compound of the instant elected formula wherein 
R1 is amino acid group, 
R2 is ammonium. 
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Note that the above structure is zwitterionic, ascorbic acid portion being acidic 
and lysine being basic forming the (internal) ammonium salt 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-5, 7-15, 19-31 rejected under 35 U.S.C. 103(a) as being unpatentable 

over Shimizu et al. (EP 061 931 3 A1 ) and Roomi et al. US 6864284 independently and 

collectively. 

Shimizu et al. teach lithium salt of the instantly claimed acids (vide infra). 

Roomi et al. teach ammonium salt of the instantly claimed acids (vide infra). 

Shimizu et al. and Roomi et al. teach metal salt as well as ammonium salt 
ascorbic acids. The difference is that these prior art references do not teach all the 
conceivable combination of the instantly claimed variables. Different salt of the same 
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acids (for example glycine salt as in claim 9 for lysine salt or Na salt for Li salt) are 
suggestive of one another. Making salts of known acids is using different metal bases 
within the skill of a laboratory technician. As discussed above, Shimizu et al., teach 
how to make lithium salt using lithium base (lithium carbonate). One of ordinary skill in 
the art would be motivated to make alternate salt forms prior art compounds by 
replacing lithium ion with other cations because it is well known in the art that the 
therapeutic and cosmetic properties (drug effects) of the compounds of ascorbic acid 
derivatives depend on the ascorbic acid portion of the formulae and the knowledge that 
the different cations allow for optimization of physical and chemical properties such as 
solubility, stability etc. As such the instantly claimed compounds would have been 
suggested as alternate forms of commercially important ascorbic acid derivatives. A 
compound and its properties are inseparable. Obviousness based on similarity of 
structure and functions entails motivation to make the claimed compound in expectation 
that compounds similar in structure will have similar properties; therefore, one of 
ordinary skill in the art would be motivated to make the claimed compounds in searching 
for new compounds. A strong case of prima facie obviousness has been established. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NIZAL S. CHAN DRAKU MAR whose telephone number 
is (571 )272-6202. The examiner can normally be reached on 8.30 AM - 4.30 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571 0272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Nizal S Chandrakumar/ 

Examiner, Art Unit 1625 

/Janet L. Andres/ 

Supervisory Patent Examiner, Art Unit 1625 



